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I Thetk leofthe — 

indicative of the invention to which the claims are directed. 
2. 35 U.S.C. 101 reads as follows: 



or any new 



md useful— .hereof, m , y „b,»„ » P«.en. toefc, subjea ,o ,he condi,,o„s m d 



requirements of this title. 

Claims 1-6 are rejected under 35 U.S.C. 101 because the claimed invention lacks a 
credible, substantial, specific or well-established utility. 

The claims are drawn to isolated nucleic acids afflprismg at least 24 contiguous 
nucleotides of a NHP sequence of SEQ ID NO: 1 , 3 , or 5, nucleic acids which hybridize under 
stringent conditions to SEQ ID NO: 1, 3 or 5, and nucleic acids encoding the amino acid 
se q uence6fS E Q.DNO:2,4or6.Thespecmcationreferstothesenucleicacidsasencod,„ g 

NHPs (novel human proteins). The claimed polynucleotides are not supported by either a 

prov.de objective ev.dence of any activity for the encoded polypeptides. Rather, the 
specification indicates that homology studies show that the putative proteins have identity with 

well as several cancer (colon, renal, and lung) assocated antigens" (page ,2). It is fr^er stated 
that the NHPs "share structural motifs typical of the human APXL protein- a protein that is 
sim i to to a Xenopusam 1 .oridesens 1 .,vesodiumchanner(pa g e2). While the specification 
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states that ,he sequences of the polynucleotides have homo.ogy toother known proteins, the 
specification does no, set forth a specific .eve, of sequence identity shared, over the complete 
sequence, between the claimed polynucleotides and known polynucleotides encoding transporter 
proteins, identity of a polynucleot.de sequence toother known polynucleotides does not by itse.f 
establish ^polynucleotide wiU encode for a product havtng the same activity astheknown 
polynucleotides because a change at even a single amino acid posttion may affect a protems 
faction andachangeatasmglenucleotideposition may affect the abihty of a polynucleotide to 
encode for a po.ypeptide. Furthermore, no information is provided regarding the conservation 
of any particular domains which are required for transporter function or which are characteristic 
of specific types of transporter proteins. Accordingly, there is no evidence of record to suggest 
that the claimed polynucleotides do in fact encode for polypeptides a particular activity. In 
addition, the specrficatton does not distinguish between which polynucleotides have identity to 
APXL, which have tdentity to "secreted proteins", which have identity to a tyrosine phosphatase, 
which have identity to a LIM protein, and winch have identity to a cancer antigen. Moreover, 
these types of proteins fall into very general classes of proteins and are not considered to 
constitute aspecrfic activity for utility purposes. The specification (for example, 12) suggests 
tha, the claimed polynucleotides could be used for therapeutic purposes or for diagnosis of 
drsease.However.no specific dtseases have been identified whtch are correlated with expresston 
of the claimed polynucleotides. Clearly, norther research would be required to identify a disease 
for which the encoded protein is involved and for which treatment with the encoded proteins 
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would be effective or for which detection of expression of SEQ ID NO: 1, 3 or 5 would be 
informative. As stated in Brunner v. Manson, 383 U.S. 519 535-536, 148 USPO 689, 696 (1966) 
"apatentis notahunting license. I, ,s not a reward for the search, but compensation forits 
successful concluston". The specification (see, for examp,e, pages 30, 35 and 38) further asserts 
,ha, thepolynucleottdes of SEQ ID NO: 1, 3 and 5 and the proteins of SEQ ID NO: 2, 4 and 6 
can be used in drug screening methods. However, because the specification has not established 
that the proteins of SEQ ID NO: 2, 4 and 6 have a functional activity, the general concept of 
using any compound for the purposes of screening for agents whtch bind this compound ,s not 
considered to be a specific utility. While nucleic acids comprising SEQ ID NO: 1, 3 and 5 could 
be expressed to obtain protein for use in research aimed a. determining or characterizing the 
polypeptides function, such use is genera!, rather than specific and substantial. Support for an 
asserted utility that is specific and substantial would require, for example, a showing of a 
particular function for an encoded polypeptide. Merely identifymg and studying the properties of 
a polypeptide or the diseases in which a polypeptide may be involved does not constitute a "reai 
world" context of use. Accordingly, the clauned mvention is no. supported by either a specific 
or substantial asserted utility or a wen-established utility. Applicant is directed to the Utility 
Examination Guidelines, Federal Register, Vol. 66, No. 4, pages .092-1099, Friday January 5, 
2001. 

3. Claims 1-6 are rejected under 35 U.S.C. 112, first paragraph. Specifically, since the 
claimed invention is not supported by either a specific and substantial, or credible asserted utility 



Application/Control Number: 09/641,831 
Art Unit: 1634 

how to use the claimed invention. 

4 Cairns 1-6 are rejected under 35 U.S.C. .12, first paragraph, as containing subject matter 
claimed invention. 

The claims are drawn to .solated nucleic acids firing at least 24 contiguous 

«f qpo TD NO- 1 3 or 5 and nucleic acids which hybridize 
nucleotides of a NHP sequence of SEQ ID MU. 1, J, or 

under stringent conditions to SEQ .D NO: 1, 3 or 5. The specification teaches nucleic acids 
consisting of SEQ ID NO: 1, 3 and 5 and nuc.eic acids encodmg the amino acid sequence of 
SEQ ID NO: 2, 4 and 6. The specification refers to these nuc.eic acids as encoding NHPs (novel 
humanproteins). The specification fai.s to demonstrate that the putative proteins have any 
par.icu.ar activity. Rather, the specification ind.cates that homo.ogy studies show that the 

phosphatase, several human LIM proteins, as well as several cancer (colon, renal, and lung) 
associatedanugens"(pagel2). The specification further states that NHPs are intended to 
inch* fragments, mutated, truncated and de.eted forms and encompasses mo.ecu.es which are 
^nctionahye^ent.'^^^ 

NHP.theabihty to effect an identical or complementary signa. transduction pathway or a change 
in ceUu.ar metabo.ism (see pages 12-.3 of the specification). Thec.aims as hroad.y written a,so 
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include nucletc acids in which sequences are present flanking 24 mer fragments of SEQ ID NO: 
,, 3 or 5. The broadest reasonable interpretation of the claims indicates that the claims are 
inclusive ofNHP genes and NHP genomic sequences. However, the specficatton does not teach 
any full ,e„gth NHP genes or any NHP genomtc sequences. The claims are further inclusive of 
cDNAs and genom.c DNAs comprismg any 24 mer fragment of SEQ ID NO. 1, 3 or 5 or any 
fragment of any length which hybridize under stringent conditions to SEQ ID NO: 1, 3 or 5. 
The phrase "stringent condtttons" ts no, adequately defined in the specification, and thts term has 
been interpreted as including low stringency conditions. Thereby, the clatms include ahuge 
genus of nucleic acids comprising fragments which have 20%, 30%, etc identity with SEQ ID 
NO: 1, 3 or 5. !n I*. Regents of, he Universe of California v. Eli Lilly (43 USPQ2d 1398- 
,412), the court held that a generic statement which defines a genus of nucleic acids by only their 
functionalactivi^doesnotprovideanadequatewrittendescriptronofthegenus. Thecourt 
indicated that while Applicants are not required to disclose every species encompassed by a 
genus, the description of a genus ,s achteved by the recitation of a representative number 
molecules, usually defined by a nucleotide sequence, falling within the scope of the claimed 
genus. At section B(l), the court states that "An adequate written description of a 
DNA...'requires a precise definition, such as by structure, formula, chemical name, or physical 
properties', no. a mere wish or plan for obtaining the claimed chemical invention" In analyzing 
whether the written description requirement ts met for a genus claim, it is first determined 
whether a representative number of specifies have been described by their complete structure. In 
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the instant case, only 3 members of the broadly claimed genus have been defined by .heir 
structure, i.e. SEQ ID NO: 1, 3 and 5. No genomic sequences flanking SEQ ID NO: 1, 3 or 5 
have been defined. No additional genes, encoding proteins having any function or a function 
equivalent to SEQ ID NO: 2, 4 or 6, have been defined which contain 24 mer fragments of SEQ 
, D NO: 1,3 or 5 or which contain fragments which hybridize under stringent conditions to SEQ 
ID NO: 1, 3 or 5. It is then determined whether a representative number of species have been 
sufficiently described by other relevant identifying characteristics (e.g. restriction map, 
chromosomal map position, biological activny of an encoded protein product, etc.). In the 
instant case, no such identifying characteristics have been provided for any of the 
polynucleotides. The broad definition given for the functional activity of NHPs provided in the 
spec.fication is no, suffictent to c.eariy define the functional activity of the encoded proteins. In 
addition, the claims do no, actually set forth any functional property for the nucleic acids. 
Furthermore, defining a nucleic acid m terms of on.y 24 residues or in terms of an unspecified 
number of res.dues whtch hybridize under stringent (i.e. any) conditions to SEQ ID NO: 1, 3 or 5 
does not provide an adequate structural description of the nucleic acids because the flanking 
nucleotides are eomp.etely undefined. In addition, defimng a nucleic acid in terms of the fact 
that it hybridizes to SEQ ID NO: 1 , 3 or 5 is such a broad definition that it is not considered to 
adequate* further characterize the structure of the nucleic acid. While at the time of filing, 
applicants were in possession of nuclerc acuis consisting of SEQ ID NO: 1, 3 and 5 and nucleic 
acids encodmg SEQ ID NO: 2, 4 and 6, the specification provides no information regarding 



# 
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genomic sequences surrounding the sequences of SEQ ID NO: 1,3 and 5 and does not identify 
any nucleic acids comprising 24 mer fragments of SEQ ID NO: 1 , 3 or 5 or nucleic acids which 
comprise fragments which hybridize under stringent conditions to SEQ ID NO: 1, 3 or 5. 
Accordingly, a representative number of species encompassed by the genus of claimed nucleic 
acids are not disclosed in the specification . For these reasons, the written description 
requirement has not been satisfied for the claims as they are broadly written. Applicants attention 
is drawn to the Guidelines for the Examination of Patent Applications under 35 U.S.C. 112, H 1 
"Written Description-Requirement, Federal Register, Vol. 66, No. 4, pages 1099-1 11 l.Friday 
January 5,2001. 

5. Claims 1-6 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claims 1-6 are indefinite over the recitation of "NHP" because it is unclear as to what 
constitutes a novel human protein. Since all issued products are considered to be novel, the use 
of the acronym NHP to define the claimed nucleic acids is not appropriate and does not impart a 
clear functional or structural definition. 

Claims 1-6 are indefinite over the recitation of "nucleotide sequence first disclosed in the 
NHP gene" and "nucleotide sequences uniquely disclosed in the NHP gene" because it is unclear 
as to which nucleotide sequences were first d.sclosed in Applicants NHP sequences and which 
sequences were already known in the art. Since nucleotide sequences already existed at the time 
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nucleotide sequence first disclosed in the NHP gene. 

Claims 2,4and6areindef im teover the recitation of "stringent conditions" becausethe 

The specification does not provide a clear defimtron for this phrase and there.snoar, recognized 
definition for this phrase. Accordingly, i, is unclear as to what would constitute stringent 
conditions. 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

has fulfilled the requirements of paragraphs (1), (2), and (4) 
thereof by the applicant for patent. 

Cairns 1 and 2 are rejected under 35 U.S.C. 102(a) as being an.ictpa.ed by Strausberg 
(Accession No. A1300504; reference "BH"). 

Strausberg discloses a nucleic acid molecule comprising a nucleotide fragment which 

sta res sequence tdenutyw,*^^ 

acid comprising a nucleotide sequence that hybridizes under stringent conditions to SEQ IT) NO: 
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forth in SEQ ID NO: 1. 

7 .C^2i,^»^35U.S.Cl(^)-b e b« B ^^H-r*-( U .S.P-«»tN.. 

6,300,127). 

Hair e, al discloses a LIM nuc.etc acid molecule comprising a nucleotide fragment which 
shares sequence identity with instant SEQ ID NO: 1. Accordingly, Hair 
acid comprising a nucleotide sequence that hybridizes under stringent conditions to SEQ ID NO. 



1. 

8. Claim4isrejec.edunder35U.S.C. 102(b) as being anticipated by Schiaffino (1995, 

GenBank Accession No. X83543). 

Schiaffino discloses a nucleic acid molecule comprising a nucleotide fragment winch 
sh aressequence 1 den,it y withinstantS E QIDNO:3.Accord 1 ng 1 y,Schia ffi no.eachesanuc,eic 

acidcomprisinganucleotide sequence that hybridizes under stringent conditions to SEQ ID NO: 

9. Claims 5 and 6 are rejected under 35 U.S.C. 102(b) as being anticipated byWaterston (June 
1998, GenBank Accession No. AC004958; reference "Br). 

Waterston discloses a nucleic acid molecule composing a nucleotide fragment which 
shares sequence identity with instant SEQ ID NO: 5. Accordingly, Waterston teaches 
acid comprising a nucleotide sequence that hybridizes under stringent conditions to SEQ ID NO: 
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5. The nucletc acid molecule of Waters,o„ also contains 24 nucieottdes tdentical to those set 

forth in SEQ ID NO: 5. 

Any inquiry concerning this communication or earlier commun &™ * e 
■ V u hi directed to Carta Myers whose telephone number is (703) 308-21W. me 
Monday— y from 6:30 AM-5:00 PM. 



^nervisor W Gary Jones, can be reached on (703)-3OS loz. inci 
xSogy Centers (703)-305-30,4 or (703)-305-4242. 

directed to the receptionist whose telephone number ,s (703) 308-0196. 



Carla Myers 
February 19, 2002 
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